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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election with traverse of Group I Claims 10-17 in the reply filed on 
09/04/2008 is acknowledged. The traversal is on the ground(s) that the International 
Search Report factually stated that the instrument and method claims in the single 
application were so linked to form a single general inventive concept and that MPEP 
Section 803 states the proper requirements for making a restriction in an application. 
This is not found persuasive because of the following: 

2. A). The international search report is an opinion of the international searching 
authority and is not exhaustive complete search. MPEP 1800, Article 35 specifically 
states that the report is an "opinion." The ISR report only lists the limited areas of search 
- which explicitly shows that not all databases are searched and to what extent they 
may have been searched. 

3. B). Applicants have filed the instant application under 35 U.S.C. 371 . Restriction 
practice under the filings of these applications is governed by MPEP 1800. 

The requirement is still deemed proper and is therefore made FINAL. 

Allowable Subject Matter 

4. Claims 14 & 15 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 
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5. The following is a statement of reasons for the indication of allowable subject 
matter: Claims 14 & 15, recite the limitation of a slide valve that interconnects selected 
channels between selected receptacles. The prior art of record does not disclose nor 
suggest this limitation in a blood testing apparatus. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 10 & 16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
MILEAF ET AL (US5652149). 

8. Applicants' claims are toward a device. 

9. Regarding Claims 10 & 16, MILEAF ET AL discloses the disposable cartridge for 
use in blood testing comprising: A). A housing including a generally flat top side and 
multiple depressions formed on said top side, each of said depressions defining a main 
portion of a receptacle and connecting to at least one of channels disposed within said 
housing (See Figure 1 housing - Items 12 & 30, depressions on top side - Item 16); B). 
A diaphragm sealingly attached to said top side of said housing, covering said multiple 
depressions and forming multiple said receptacle; portions of said diaphragm over said 
depressions being flexible (See Figure 1 Item 36); and C). A valve disposed within said 
housing among said channels adapted to interconnect selected channels for directing 
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flow between selected receptacles (See Figure 2 Item 52 or Figures 3 & 4 the 
combination of Items 56,58,& 54 which reads on the valve in the instant claim). 

10. Additional Disclosures Included: Claim 16: Said housing has integrated therein a 
light path for performing photometric measurement on material contained in at least one 
of said receptacles (See Figure 1 Item 38 or Figures 13A-D Item 38, the optical window 
or Light path is capable of performing measurements on material contained in at least 
one of said receptacles). 

11. Claims 10-13 & 16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
SOUTHGATE ET AL (US5863502). 

12. Applicants' claims are toward a device. 

13. Regarding Claims 10-13, 16, SOUTHGATE ET AL discloses the disposable 
cartridge for use in blood testing comprising: A). A housing including a generally flat top 
side and multiple depressions formed on said top side, each of said depressions 
defining a main portion of a receptacle and connecting to at least one of channels 
disposed within said housing (See Figure 1 housing - Item 100, depressions on top side 
- Figure 1 see chambers); B). A diaphragm sealingly attached to said top side of said 
housing, covering said multiple depressions and forming multiple said receptacle; 
portions of said diaphragm over said depressions being flexible (See Figure 2C, multiple 
depressions with a Bursapak film on top); and C). A valve disposed within said housing 
among said channels adapted to interconnect selected channels for directing flow 
between selected receptacles (See Figure 1A Item 180). 
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Additional Disclosures Included: Claim 11: One or more of said depressions includes a 
sealed opening adapted to interface with a needle of a cell counting device (See Figure 
1B Item 150 (depression) and Item 151 (inlet) which is sealed by the film (See Column 
11 lines 17-20); Claim 12: At least one of said receptacles contains a liquid diluting 
agent (See Figure 1 Item 150 a fluid may define a diluting agent & See Column 12 lines 
59-61 lysing reagents and washing buffers may define diluting agents); and Claim 13: 
One of said receptacles contains a haemolysis agent (See Column 28 lines 16-46 in 
particular Tris HCI); Claim 16: Said housing has integrated therein a light path for 
performing photometric measurement on material contained in at least one of said 
receptacles (See Column 23; Detection Devices). 

Claim Rejections - 35 USC § 103 

14. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

15. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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16. Claims 1 1 -1 3 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
MILEAF ET AL. 

1 7. Applicants' clams are toward a device. 

18. Regarding Claims 11-13, MILEAF ET AL discloses the disposable cartridge of 
Claim 10, except wherein one or more of said depressions includes a sealed opening 
adapted to interface with a needle of a cell counting device. MILEAF ET AL does 
however disclose filling the reagent reservoir through fill holes in Figure 1 Item 40. It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to seal these holes (which is capable of being interfaced with a needle for any 
type of device) because if it was not sealed, the reagents would drip out. 

19. Additional Disclosures Included: Claim 12: At least one of said receptacles 
contains a liquid diluting agent (See Column 5 lines 11-15, reagent storage reservoirs 
which store the buffered liquid reagents inherently dilute samples they act upon); and 
Claim 13: One of said receptacles contains a haemolysis agent (See Column 6 lines 60- 
66, sucrose is a haemolysis agent. Examiner reads haemolysis as hemolysis). 

20. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
STONEGATE ETAL. 

21 . Applicants' clam is toward a device. 

22. For Claim 1 7, STONEGATE ET AL discloses the disposable cartridge of claim 1 0 
further comprising an additional depression sealed by said diaphragm forming an 
additional receptacle; said additional depression having a sealed opening adapted to 



Application/Control Number: 10/533,790 Page 7 

Art Unit: 1797 

interface with a needle of a cell counting device (See Figure 4B Items 251 A, 251 B, 
252A (chambers) & Items 231 and 232 (inlets). STONEGATE ET AL does not disclose 
said additional receptacle containing a washing liquid for cleaning said cell counting 
device. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the cartridge of STONEGATE ET AL with a washing 
liquid for cleaning said cell counting device as a design choice since STONEGATE ET 
AL discloses that the cassettes may be used for ELISA assays which tests blood for the 
presence of antibodies to the AIDS virus (See Column 31 lines 15-17). 



Telephonic Inquiries 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BOBBY RAMDHANIE whose telephone number is 
(571)270-3240. The examiner can normally be reached on Mon-Fri 8-5 (Alt Fri off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Walter Griffin can be reached on 571-272-1447. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IB. RJ 

/Walter D. Griffin/ 

Supervisory Patent Examiner, Art Unit 1797 



